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DETAILED ACTION 

Election/Restrictions 

Applicant's election with traverse of Group I, claims 1-6, 8-9 and 16 and SEQ ID NO: 12 
and SEQ ID NO: 13 in the reply filed on August 14, 2009 is acknowledged. The traversal is on 
the ground(s) that "an elected nucleic acid sequence, as well as the polypeptide encoded thereby 
and antibodies thereto, share the special technical feature of being useful in diagnosing cancer". 
This is not found persuasive because the claims of Group I are not limited specifically to the full 
length nucleic acid sequence or the full length sequence of the protein. Instead, the full scope of 
Group I also includes "nucleic acid molecule that selectively hybridizes to the nucleic acid 
molecule of (a) and (b)". Such sequences are well known in the art and due to the breadth of the 
scope include a variety of sequences that are not particularly related to either the protein or to the 
antibody directed to the protein. Therefore, the claims are not linked by a special technical 
feature and therefore Applicant's arguments are not persuasive. 

The requirement is still deemed proper and is therefore made FINAL. 

Claims 7, 10-15 and 17-18 are withdrawn from further consideration pursuant to 37 CFR 
1.142(b), as being drawn to a nonelected invention, there being no allowable generic or linking 
claim. Applicant timely traversed the restriction (election) requirement in the reply filed on 
August 14, 2009. 

Claims 1-6, 8-9 and 16 are pending and will be examined. 



Application/Control Number: 10/537,694 Page 3 

Art Unit: 1637 

Information Disclosure Statement 

The information disclosure statement (IDS) submitted on June 6, 2005 was filed in 
compliance with the provisions of 37 CFR 1 .97. Accordingly, the information disclosure 
statement is being considered by the examiner. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 1-6, 8-9 and 16 arc rejected under 35 U.S.C. 1 12, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one skilled in the 
relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention. Specifically, claims 1 and 16 encompass nucleic acid molecules that 
selectively hybridize to SEQ ID NO: 12, or to the nucleic acid molecule that encodes SEQ ID 
NO:l 13, a broad genus of nucleic acids that have not been properly described. 

Legal Analysis 

In analysis of the claims for compliance with the written description requirement of 35 
U.S.C. 1 12, first paragraph, the written description guidelines note regarding genus/species 
situations that "Satisfactory disclosure of a "representative number" depends on whether one of 
skill in the art would recognize that the applicant was in possession of the necessary common 
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attributes or features of the elements possessed by the members of the genus in view of the 
species disclosed." (See: Federal Register: December 21, 1999 (Volume 64, Number 244), 
revised guidelines for written description.). 

In the instant case, while claims 1 and 16 are directed to the nucleic acid sequence 
encoding SEQ ID NO:l 13, the nucleic acid sequence comprising SEQ ID NO: 12 and sequences 
95% identical to (a) or (b), claims 1 and 16 also encompass nucleic acid molecules that 
selectively hybridize to SEQ ID NO: 12, or selectively to the nucleic acid molecule that encodes 
SEQ ID NO: 113 that have not been properly described. A large variety of sequences are 
reasonably capable of hybridizing or which "selectively hybridize" to a nucleic acid sequence of 
2297 bases in length. Applicant has taught certain sequences which are useful to detect the 
mRNA which encodes SEQ ID NO: 1 13 and therefore would hybridize to SEQ ID NO: 12. These 
sequences include SEQ ID NO:233-235, primers and probes useful for Real Time QRT-PCR 
detection of SEQ ID NO: 1 13 and four probes are generally described as present on a breast array 
as useful for detection of the mRNA associated with SEQ ID NO:l 13. However, these seven 
sequences are not representative of the entire scope of the broad genus of nucleic acids which are 
capable of selective hybridization. The specification also does not provide guidance regarding 
what factors influence the selective hybridization, or the length of complementarity necessary 
between SEQ ID NO: 12 and the nucleic acid molecule claimed which would meet the limitation. 

It is noted in the recently decided case The Regents of the University of California v. Eli 

Lilly and Co. 43 USPQ2d 1398 (Fed. Cir. 1997) decision by the CAFC that 

"A definition by function, as we have previously indicated, does not suffice to define the genus 
because it is only an indication of what the gene does, rather than what it is. See Fiers, 984 F.2d at 
1 169- 71, 25 USPQ2d at 1605- 06 (discussing Amgen). It is only a definition of a useful result 
rather than a definition of what achieves that result. Many such genes may achieve that result. The 
description requirement of the patent statute requires a description of an invention, not an 
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indication of a result that one might achieve if one made that invention. See In re Wilder, 736 F.2d 
1516, 1521, 222 USPQ 369, 372- 73 (Fed. Cir. 1984) (affirming rejection because the 
specification does "little more than outlin[e] goals appellants hope the claimed invention achieves 
and the problems the invention will hopefully ameliorate."). Accordingly, naming a type of 
material generally known to exist, in the absence of knowledge as to what that material consists of, 
is not a description of that material. " 

In the current situation, the definition of sequences based on the term "selectively 
hybridizes" without further guidance regarding the stringency of hybridization, the percent 
complementarity or the length of sequence necessary to meet the limitation leads to a conclusion 
of lack of proper written description. This is precisely the situation of naming a type of material 
which is generally known to likely exist, but, except for the specific sequence comprising SEQ 
ID NO: 12, is in the absence of knowledge of the material composition and fails to provide 
descriptive support for the generic claim. 

Absence of a representative number of species 

In the current case, the first question is what constitutes a generic claim. In this case, the 
generic claim includes a broad scope of nucleic acid molecules capable of selective hybridization 
to SEQ ID NO : 1 2 and to the nucleic acid encoding SEQ ID NO : 1 1 3 . As noted above, at most, 
Applicant has taught certain sequences which are useful to detect the mRNA which encodes SEQ 
ID NO:l 13 and therefore would hybridize to SEQ ID NO: 12. These sequences include SEQ ID 
NO:233-235, primers and probes useful for Real Time QRT-PCR detection of SEQ ID NO: 1 13 
and four probes are generally described as present on a breast array as useful for detection of the 
mRNA associated with SEQ ID NOT 13. However, these seven sequences are not representative 
of the entire scope of the broad genus of nucleic acids which are capable of hybridizing 

Absence of any structure-function relationship 

The second issue is whether there is any structure function relationship which correlates a 
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function with a particular structure. This question fundamentally addresses the issue of whether 
there is any structure which the specification demonstrates is necessarily correlated with the 
nucleic acid molecules which are capable of selective hybridization. Applicant has provided no 
sequence which is common to the nucleic acids which fall within the scope of this broad genus 
of nucleic acids. Since there is no common structure among the nucleic acids that are 
specifically associated with the unknown function of the nucleic acid, except for a role as a 
primer or probe, there is no structure-function relationship between the genus of nucleic acids 
claimed. 

Conclusion 

In the application at the time of filing, there is no record or description which would 
demonstrate possession of the genus of nucleic acids capable of selective hybridization to either 
SEQ ID NO: 12 or to the nucleic acid encoding SEQ ID NO: 1 13. Therefore, the claims fail to 
meet the written description requirement by encompassing a broad genus of nucleic acid 
molecules which are not properly described in the specification. 

Claim Objections 

Claim 16 is objected to because of the following informalities: The amendment to the 
claims changes the claim to state "(e) a polypeptide a polypeptide of claim 12", which repeats the 
phrase "a polypeptide". Appropriate correction is required. 



Claim Rejections - 35 USC §102 
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The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 



Claim 1-6, 8-9 and 16 are rejected under 35 U.S.C. 102(b) as being anticipated by Afar et 
al. (WO01/31012, published March 5, 2001). Afar teaches a sequence which is upregulated in 
prostate cancer, 20P2H8, a protein which shares homology with heterogeneous nuclear 
ribonucleoproteins (hnRNP) (Abstract). 

With regard to claim 1, Afar teaches an isolated nucleic acid molecule comprising: (a) a 
nucleic acid molecule comprising a nucleic acid sequence that encodes an amino acid sequence 
of SEQ ID NO: 113; 

(b) a nucleic acid molecule comprising a nucleic acid sequence of SEQ ID NO: 12; 

(c) a nucleic acid molecule that selectively hybridizes to the nucleic acid molecule of (a) or (b) 
(see alignment below, where 20P2H8, which corresponds to SEQ ID NO:l of Afar shares 85.7% 
similarity with the full length of SEQ ID NO: 12 in the instant claim; see detail regarding SEQ ID 
NO: 1 of Afar at p. 5 and p. 1 1 , for example); 

Qy 317 CATATCTAGGCCTGTCTCCTCCCTCCTACACATTTCCAGCTCCTGCTGCAGTTATTCCTA 37 6 



Db 




Qy 



37 7 CAGAAGCTGCCATTTACCAGCCCTCTGTGATTTTGAATCCACGAGCACTGCAGCCCTCCA 4 3 6 




Db 



16 61 CAGAAGCTGCCATTTACCAGCCCTCTGTGATTTTGAATCCACGAGCACTGCAGCCCTCCA 17 20 



Db 



Qy 




Qy 



4 97 CCCCAGGTTCGCCTAATAGTCTTGGCTACTTCCCTACAGCTGCTAATCTTAGCGGTGTCC 55 6 




Db 



17 81 CCCCAGGTTCGCCTAATAGTCTTGGCTACTTCCCTACAGCTGCTAATCTTAGCGGTGTCC 184 0 
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557 CTCCACAGCCTGGCACGGTGGTCAGAATGCAGGGCCTGGCCTACAATACTGGAGTTAAGG 616 
I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I 

1841 CTCCACAGCCTGGCACGGTGGTCAGAATGCAGGGCCTGGCCTACAATACTGGAGTTAAGG 1900 

617 AAATTCTTAACTTCTTCCAAGGTTACCAGTATGCAACCGAGGATGGACTTATACACACAA 67 6 
I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I 

1901 AAATTCTTAACTTCTTCCAAGGTTACCAGTATGCAACCGAGGATGGACTTATACACACAA 19 60 

67 7 ATGACCAGGCCAGGACTCTACCCAAAGAATGGGTTTGTATTTAAGGGCCCCAGCAGTTAG 7 3 6 
I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I 

19 61 ATGACCAGGCCAGGACTCTACCCAAAGAATGGGTTTGTATTTAAGGGCCCCAGCAGTTAG 2020 



7 37 AACATCCTCAt 



AGTGTTTGAAAGATGTATGGTGATCTTGAAACCTCCAGACACA 7 9 6 



2021 AACATCCTCAGAAAAGAAGTGTTTGAAAGATGTATGGTGATCTTGAAACCTCCAGACACA 2080 

7 97 AGAAAACTTCTAGCAAATTCAGGGGAAGTTTGTCTACACTCAGGCTGCAGTATTTTCAGC 85 6 

2081 AGAAAACTTCTAGCAAATTCAGGGGAAGTTTGTCTACACTCAGGCTGCAGTATTTTCAGC 214 0 

857 AAACTTGATTGGACAAACGGGCCTGTGCCTTATCTTTTGGTGGAGTGAAAAAATTTGAGC 916 



I I I I I I I I I I I I I I I I I I I I I I I I 



I I I I I I I I I I I I I I I I I I I I I I I I I I I 



2141 AAACTTGATTGGACAAACGGGCCTGTGCCTTATCTTTTGGTGGAGTGAAAAAATTTGAGC 22 00 
917 TAGTGAAGCCAAATCGTAACTTACAGCAAGCAGCATGCAGCATACCTGGCTCTTTGCTGA 97 6 



I I I I I I I I I I I I I I I 



I I I 1 I I I I I I I I I I I I I I I I I I I I 



2201 TAGTGAAGCCAAATCGTAACTTACAGCAAGCAGCATGCAGCATACCTGGCTCTTTGCTGA 22 60 

977 TTGCAAATAGGCATTTAAAATGTGAATTTGGAATCAGATGTCTCCATTACTTCCAGTTAA 1036 
I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I 
22 61 TTGCAAATAGGCATTTAAAATGTGAATTTGGAATCAGATGTCTCCATTACTTCCAGTTAA 2320 

1037 AGTGGCATCATAGGTGTTTCCTAAGTTTTAAGTCTTGGATAAAAACTCCACCAGTGTCTA 10 96 

I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I 
2321 AGTGGCATCATAGGTGTTTCCTAAGTTTTAAGTCTTGGATAAAAACTCCACCAGTGTCTA 2380 

10 97 CCATCTCCACCATGAACTCTGTTAAGGAAGCTTCATTTTTGTATATTCCCGCTCTTTTCT 1156 

I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I 
2381 CCATCTCCACCATGAACTCTGTTAAGGAAGCTTCATTTTTGTATATTCCCGCTCTTTTCT 24 4 0 

1157 CTTCATTTCCCTGTCTTCTGCATAATCATGCCTTCTTGCTAAGTAATTCAAGCATAAGAT 1216 
I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I 

24 41 CTTCATTTCCCTGTCTTCTGCATAATCATGCCTTCTTGCTAAGTAATTCAAGCATAAGAT 2500 

1217 CTTGGAATAATAAAATCACAATCTTAGGAGAAAGAATAAAATTGTTATTTTCCCAGTCTC 12 7 6 

2501 CTTGGAATAATAAAATCACAATCTTAGGAGAAAGAATAAAATTGTTATTTTCCCAGTCTC 25 60 

12 7 7 TTGGCCATGATGATATCTTATGATTAAAAACAAATTAAATTTTAAAACACCTGAAGATAT 1336 

25 61 TTGGCCATGATGATATCTTATGATTAAAAACAAATTAAATTTTAAAACACCTGAAGATAA 2 620 
1337 ATTAGAAGAAATTGTGCACCCTCCACAAAACATACAAAGTTTAAAAGTTTGGATCTTTTT 13 96 
2 621 ATTAGAAGAAATTGTGCACCCTCCACAAAACATACAAAGTTTAAAAGTTTGGATCTTTTT 2 680 

13 97 CTCAGCAGGTATCAGTTGTAAATAATGAATTAGGGGCCAAAATGCAAAACGAAAAATGAA 14 56 

I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I 
2 681 CTCAGCAGGTATCAGTTGTAAATAATGAATTAGGGGCCAAAATGCAAAACGAAAAATGAA 27 40 
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14 57 GCAGCTACATGTAGTTAGTAATTTCTAGTTTGAACTGTAATTGAATATTGTGGCTTCATA 1516 
I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I 

27 41 GCAGCTACATGTAGTTAGTAATTTCTAGTTTGAACTGTAATTGAATATTGTGGCTTCATA 2800 

1517 TGTATTATTTTATATTGTACTTTTTTCATTATTGATGGTTTGGACTTTAATAAGAGAAAT 157 6 

I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I 
2801 TGTATTATTTTATATTGTACTTTTTTCATTATTGATGGTTTGGACTTTAATAAGAGAAAT 28 60 

157 7 TCCATAGTTTTTAATATCCCAGAAGTGAGACAATTTGAACAGTGTATTCTAGAAAACAAT 1636 
I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I 

28 61 TCCATAGTTTTTAATATCCCAGAAGTGAGACAATTTGAACAGTGTATTCTAGAAAACAAT 2 920 

1637 ACACTAACTGAACAGAAGTGAATGCTTATATATATTATGATAGCCTTAAACCTTTTTCCT 16 96 

2 921 ACACTAACTGAACAGAAGTGAATGCTTATATATATTATGATAGCCTTAAACCTTTTTCCT 2 980 

16 97 CTAATGCCTTAACTGTCAAATAATTATAACCTTTTAAAGCATAGGACTATAGTCAGCATG 17 56 
2 981 CTAATGCCTTAACTGTCAAATAATTATAACCTTTTAAAGCATAGGACTATAGTCAGCATG 304 0 

17 57 CTAGACTGAGAGGTAAACACTGATGCAATTAGAACAGGTACTGATGCTGTCAGTGTTTAA 1816 

I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I 
3041 CTAGACTGAGAGGTAAACACTGATGCAATTAGAACAGGTACTGATGCTGTCAGTGTTTAA 3100 

1817 CACTATGTTTAGCTGTGTTTATGCTATAAAAGTGCAATATTAGACACTAGCTAGTACTGC 187 6 

I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I 
3101 CACTATGTTTAGCTGTGTTTATGCTATAAAAGTGCAATATTAGACACTAGCTAGTACTGC 3160 

1877 TGCCTCATGTAACTCCAAAGAAAACAGGATTTCATTAAGTGCATTGAATGTGGCTATTTC 1936 

I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I 
3161 TGCCTCATGTAACTCCAAAGAAAACAGGATTTCATTAAGTGCATTGAATGTGGATATTTC 3220 

1937 TCTAAGTTACTCATATTGTCCTTTGCTTGAATGCAATGCCGTGCAGATTTATGTGGCTGC 19 96 

I I I I I I I I I I I I I I I I I I I I I I I I ! I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I 
3221 TCTAAGTTACTCATATTGTCCTTTGCTTGAATGCAATGCCGTGCAGATTTATGAGGCTGC 32 80 

19 97 TATTTTTATTTTCTGTGCATTACTTTAACACCTTAAAGGGAGAAGCAAACATTTCCTTCT 2056 

I I I I I I I I I I I I I I I I I I I I I I I I I I I I I II I I I I I I I I I I I I I I I I I I I I I I I I I I I I I 
32 81 TATTTTTATTTTCTGTGCATTACTTTAACACCTTAAAGGGAGAAGCAAACATTTCCTTCT 334 0 

2057 TCAGCTGACTGGCAATGGCCCTTTAACTGCAATAGGAAGAAAAAAAAAAAGGTTTGTGTG 2116 

3341 TCAGCTGACTGGCAATGGCCCTTTAACTGCAATAGGAAGAAAAAAAAAAAGGTTTGTGTG 34 00 

2117 AAAATTGGTGATAACTGGCACTTAAGATCGAAAAGAAATTTCTGTATACTTGATGCCTTA 217 6 

34 01 AAAATTGGTGATAACTGGCACTTAAGATCGAAAAGAAATTTCTGTATACTTGATGCCTTA 34 60 

217 7 AGATGCCCAAAGCTGCCCAAAGCTCTGAAAGACTTTAAGATAGGCAGTAATGCTTACTAC 22 36 

34 61 AGATGCCCAAAGCTGCCCAAAGCTCTGAAAGACTTTAAGATAGGCAGTAATGCTTACTAC 3520 

22 37 AATACTACTGAGTTTTTGTAGAGTTAACATTTGATAATAAAACTTGCCTGTTTAATCTCA 22 96 

3521 AATACTACTGAGTTTTTGTAGAGTTAACATTTGATAATAAAACTTGCCTGTTTAATCTCA 3580 

2297 A 2297 

3581 A 3581 
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or (d) a nucleic acid molecule having at least 95% sequence identity to the nucleic acid molecule 
of (a) or (b). 

With regard to claim 2, Afar teaches an embodiment of claim I, wherein the nucleic acid 
molecule is a cDNA (Abstract, where 20P2H8 comprises an approximately 3600 bp cDNA 
sequence which corresponds to SEQ ID NO: 1). 

With regard to claim 3, Afar teaches an embodiment of claim 1, wherein the nucleic acid 
molecule is genomic DNA (p. 20, where the sequences include genomic DNA; and 22-23, where 
the process of isolating a genomic sequence from which the 20P2H8 sequence is expressed is 
taught). 

With regard to claim 4, Afar teaches an embodiment of claim 1 , wherein the nucleic acid 
molecule is an RNA (p. 20, where the sequences include antisense and RNA sequences). 

With regard to claim 5, Afar teaches an embodiment of claim 1, wherein the nucleic acid 
molecule is a mammalian nucleic acid molecule (p. 18, where it is noted that the sequence 
provided in Figure 1 is a human sequence of 20P2H8). 

With regard to claim 6, Afar teaches an embodiment of claim 5, wherein the nucleic acid 
molecule is a human nucleic acid molecule (p. 18, where it is noted that the sequence provided in 
Figure 1 is a human sequence of 20P2H8). 

With regard to claim 8-9, Afar teaches a vector and host cell comprising the nucleic acid 
molecule of claim 1 (p. 23, where vectors and host cells which include 20P2H8 sequences are 
discussed). 

With regard to claim 16, Afar teaches a kit for detecting a risk of cancer or presence of 
cancer in a patient, said kit comprising a means for determining the presence of: 
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(a) a nucleic acid molecule comprising a nucleic acid sequence that encodes an amino acid 
sequence of SEQ ID NO: 1 13; 

(b) a nucleic acid molecule comprising a nucleic acid sequence of SEQ ID NO: 12; 

(c) a nucleic acid molecule that selectively hybridizes to the nucleic acid molecule of (a) or (b) 
(see alignment above, where 20P2H8, which corresponds to SEQ ID NO: 10 of Afar shares 
85.7% similarity with the full length of SEQ ID NO: 12); or 

(d) a nucleic acid molecule having at least 95% sequence identity to the nucleic acid molecule of 
(a) or (b); or 

(e) a polypeptide of claim 12. 

Conclusion 

No claims are allowed. All claims stand rejected. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to STEPHANIE K. MUMMERT whose telephone number is 
(571)272-8503. The examiner can normally be reached on M-F, 9:00-5:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Benzion can be reached on 571-272-0782. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
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/Stephanie K. Mummert/ 
Examiner, Art Unit 1637 
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